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Janssen PMP, a Division of Janssen Pharmaceutica NV (Janssen PMP) requests waivers of the GDCI 

data requirements in Table 2.  Per Footnote 25 in the Requirements Status and Registrant’s Response 

Form (EPA Form 6300-3), the data developers (Janssen PMP and Lanxess Corporation) are electing to 

conduct the battery of studies listed in Table 1 to satisfy the environmental fate requirements: 

 

Table 1: Antimicrobial studies to be generated by Janssen PMP & Lanxess 

 

Guideline Requirement 

Number 
Study Title 

875.1700 Product Use Information – wood preservative use sites 

875.2700 Product Use Information – paints & coatings use sites 

850.3300 Activated Sludge Respiration Inhibition (ASRI) Test  

835.1110 Activated Sludge Sorption Isotherm 

835.3280 
Simulation Tests to Assess the Biodegradability of 

Chemicals 

SS850.1000 Chronic Freshwater Sediment Test – Hyalella 

SS850.1000 Chronic Freshwater Sediment Test – Chironomus 

SS850.1000 Chronic Estuarine/Marine Sediment Test – Leptocheirus 

 

 

Table 2: Antimicrobial studies requested to be waived based on the Guideline 875 studies to be 

conducted in Table 1 
 

Guideline Requirement 

Number 
Study Title 

835.3110 Ready biodegradability 

835.3220 Porous pot test 

835.3240 
Simulation Test-Aerobic Sewage Treatment-Activated 

Sludge 
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